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Vidn nén bao phim

GON SA ATZETI

Thudc bin theo dan
D xa thm tay tré em
Doc ki hutdmg dhn 31t dung trude khi ding
Théng bibo ngay cho b s§ hobe duge s§
nhiing tic dyng khéng mong mudn khi si
dung thude

PHAN 1. HUONG DAN $1Y DUNG THUGC CHO NGUWY! BENH

1. Thanh phiin

M vién nén bao phim chia,

Alorvastatin calc trihydrat tuong duong Atorvastatin 10
Ezetimibe m"rr:

Ta duoc Cellactose 80, copovidon, natri starch glycolat, magnesi stearat,
HPMC E6, titan doxyd, tek, PEG 4000, polysorbat 80 DBy thilu ddu

2. M8 th sin phiim
Vitn nén dbi bao phim miu trilng. mot mt o6 dép logo ## . mit kia o6 dép
Qech ngang.

3. Quy céch

Hop 3 vix 10wién
Hdp 6 vix 10 vidn
HOp 10 Vi x 10 vién

4. Thudc ding cho binh gi?
GON SA ATZET! c6 chira 2 hoat chéfl ¢6 téc dung lam gidm cholesterol irong
miu la: atorvastalin va ezetimibe

GON SA ATZETI duce chi djnh o€ lAm gidm cholesterol toan phan,
LbL xiiu) va triglycerid trong midu. Ngodi ra, GON SA
ATZETI cdn lam tang ndng 40 HDL-cholesterol (chalesterol 51). GON SA
ATZET] duoc sir dung cho nhing bénh nhén khong kiém sodt duoc nding 40
cholesterol bling ché 4 8n kiéng va 18p luyén thé duc. Ban nén tiép tuc ché
@0 &n i cholesterol trong thi gian su dung thudc.

GON SA ATZETI khdng 1Am gidm con da tim vi 461 quy hidu ud han so voi
khi chl s dung atarvastatin.

Chum 10 tinh an :oamrueuqulm-oonunﬂsnmmmmne«n

5. Nén dang thutc ny nhur the ndo va IR lugng?

+ Ludn dung thudc chinh xéc hu hudng dn cla béc s§ hode duve sy. N&u
ban chua 8, hly hdi lai cho chilc chin

- Bdc s§ s& thdng bdo cho ban lidu lugng va thii gian dung thudc.

+ Bac 57 o6 thé thay d8i 12U cho ban néu cdn thigt

+Chi nén bée thude ra khdi vi ngay trude khi udng

+UBng GON SA ATZETI mdt lin mdi ngy, ¢ thé kém holc khang kém véi
thirc 8n. BE dé nhd, ban nén uBng thubic vaio cing Mot thoi diém mbi ngay

+ Ban nén uBing nguyn vién, khdng duge nghidn, nhal hodc hoa tan vién trude
khi uing

+Ban nén gip bic 5§ thudng xuyén A€ kiém tra nBng A4 cholesterol va kim
tra chc tée dung khdng mong mudn o6 thé xdy ra cua thuic. Bac si cé thé
thue hién xét nghiém médu d€ kiém tra tinh trang gan cia ban trudc khi st
dung GON SA ATZETI v trong qud trinh didu tri.

6. Khi nio khiing nén diing thubc niy?

Khéng nén dung thuBc ndy néu ban:

« Dang c6 c4c van d@ v gan hodc coc két qud xét nghiém méu Bp lai cho
thily o6 viin d@ vé gan.

< Man cdm vol ezetimibe. atorvastatin holic bt cur thanh phiin ndo ca thudic.

~ Bang mang thal hojic 64 k& hoach mang thai. GON SA ATZETI c6 thé gdy
hai cho thai nhi. Néu ban 14 phy ni dang trong d4 tudi sinh sdn, ban nén s
dyng cac bign phdp tranh thai hidu qué khi dang st dyng thudc. Ngimg s
dung GON SA ATZETI va thdng bdo ngay cho bdc s§ néu ban phét hién
minh mang thal khi dang si dung GON SA ATZET!

«Phy nir dang cho con b holic o ke hoach cho con bu vi GON SA ATZETI
b khd naing di vao 0 me va gy hai cho tré sa sinh. Khéng duge cho con
b0 néu dang st dung GON SA ATZETI

7. Tée khdng mong mudn
GON SA ATZETI c6 thé gdy ra cic tée dung khdng mong mudin nghiém trong
bao gdm
+Viin @8 V8 co: GON SA ATZET] c6 thé gly cdc van 2 v co nghiém trong,
©6 thé diin dén cdc viin 38 v& thin, bao gdm suy than. Ban cd thé cb nguy
ca cao hon bf tace dung phy nity nu dang sir dung mdt s4 loal thubc khic
cling véi GON SA ATZETI
Thang bao ngay cho bac s§ néu
- Ban bj dau ca, cAng holic yéu co khéng ré nguyén nhiin, ddc biét néu
ban bj 86t hodic cdm thly mét méi hon binh thuting khi dang sir dung
GON SA ATZET|
- Néu cdc van d@ ve co khong khdi sau khi d& ngung s dyng GON SA
ATZET! Béc s§ s8 1Am thém céc xét nghiém d chin dodn nguyén nhan
cda vin 48 ndy
+ Viin @& v gan: Bac 5§ nén 1dm cdc xét nghiém méu € kiém tra tinh trang
gan trude khi sir dung GON SA ATZET! v khi ban cé cdc tri¢u chumg cia
viin g v& gan khi dang sirdung GON SA ATZET1. Théng bio ngay cho bac
5 néu ban ¢6 cac triéu chimg sau
- Cdim thily mét mdi hode yéu.
- Chdn &n/ mat cdm gidc ngon midng
- Dau & vung trén thét lung
- Nugc tiéu sém mau
- Vbng da hofic phiin trdng cua mét
Théng béo ngay cho bac s§ néu ben:
+C4 cdc phdn tmg d{ img bao gbm sung mat, moi, Iuti vi/ hodc hong c6 thé
ghy ra khé th hoc kha nudt, o6 thé cBn ditu trf ngay
« Bubn ndn va non.
« Nude Uéu néiu hoic 161 mbu
+ Cém thily mét mai han binh thutmg
« Dou da dby.
« Phén (mg d| (ng trén da
Céc tée dung khéing mong mubn thutng gdp nhift cla GON SA ATZETI
bao
+ Dau co v dau 104n thiin
+ Thay 46i chic ndng gan
Ngodl cé¢ téc dung khdng mong mudn dd duue bdo cho, ezetimibe hode
alorvastatin obn gdy ra cac tdc dung: Dau khop, tiéu chy, viin 0@ v gén, suy
gidm tri nhd, o Iéng, trbm cém
Thude o6 thé od tde dung khdng mong mudn khc, thdng béo cho bdc s
nhing téc dyng khdng mong mudn gip phéi khi st dung thudc

8. Nén trinh ding nhing thuc hofc thye phim gl khi dang st dyng
thudc nby?

Théng bao cho bidc sf hoe duge s cla ban v 181 cd céc loal thude ma bon
dang sur dyng, bao gdm cé cdc thubc ké don hodic khdng ké don, cdc vitamin
hoje thudc tir duoc liéu

Thong béo cho bac 5§ néu ban dang st dung cdc loal thubc dé didu tri

+ H@ mién dich

« Cholesterol

« Nhiém khulin

+Ngira thai

+Suy tim

«HIV holdc AIDS.

«Viém gan C

+ Gout
Thang bso cho béc s néu ban durm Mt ieng kn nuoe ép bl chum hode

ding nihidu hon 2 ty rugu mdi ngly.

¥ Whi fan quén khéng ding thuSc?
mudamqumwdlmumm|m|mWw
hutng Khdng dong gip 861 ity € b lal cho IRy aB quén

. iU bpn musn nglmg thuse
méurmwlrmdeN‘m Néu ban nglmg sU dung GON SA

ATZETL nitng 66 cholesterol o6 IhE 18ng 1én trd lel
Fills bipn 00 ciu i ¢ thder, haly h!  lain bic 5 hobe duto s§

11, G b quin thue nby nhu thi nbo?
Gy thusic rong bino bl gBc cO nha sén xull, ddy kin

T E—

Dd thubc ol ki rio, tréinh dnh sdng, nhiét 40 khong qui 30 °C, va ngodi 1m
vl o ré em
Khang s dung thuc sau nghy et han ghi trén bao bl (hdp vé i thusc)

12. Nhimg diiu higu vi trigu chimg khi ding thudc qué Ity
DUNG thutc chinh xie nhe huong dbn cla bac s§. Néu ban ding qué idu hodc
tré em nudt phi thusc, lén hé ngay vo1 bic 5 va trung 1 y 1€ gn nhat mic
0 06 the kg co du iy holc tridu chimg ngd ddc ndo

13. Chn phal lam g) khi diing thubic qud IR khuyén céo?

Ngung diing thusc vi lkén lac ngay vl bc s7 holic trung tam y 1€ giin nhat
Mang theo vién thusc cing vt bao bl 4 béc 7 biét ban 8 udng thusc gi va
©0 bién phap xir Iy kip thit

14, Nhiing dféu cin thin trong khi diing thusc ndy

Trube khi sif dung GON SA ATZETI, thding bao cho bde s§ néu ban

«C6 viln d@ v tuyén gidp.

+C6 villn g8 V& thin

« B 88l thdo dutmg

+ Dau ca holic yéu co kKhdng 18 ly do

+Uing nhidu hon 2 ly "Vou md| ngdy holic o6 cdc viin 68 v gan

+C6 bat ky vin 38 v® SUT khde nao khac

Sir dung GON SA ATZET1 voi mdt 86 thusc hodc chdt khac c6 thé lam
ting nguy ca gap Phl e8c vin 4 v co hoe cde tdc dung khong mong

Cinh bifo lidn quan dén th dupe

GON SA ATZETI cé chia lactose (Cellactose BO), théng bao cho bac s§ néu
ban khang dung nap v bt ky loal dutmg nao

GON SA ATZET! ¢6 chua polysorbiat B0 o6 théf gy d ing va du thiu ddu co
khd niing gy deu bung. tiéu chiy

i DUNG CHO PHY NO'CO THAI VA CHo CON BU:
Phy it c6 thal
GON SAATZET chdng
I

ey 2ET1 duoe ding cho phu N rong a8 1wd: sinh sén chi Khi nso
nhang bénh nhan nay thue hign cdc bién phdp trinh thai hiéu qud

Néu ban mang thai trong khi dung GON SA ATZETI, ciin ngung thudc ngay
16p trc v théng bédo véi bac sy

nlcho con bi

GON SA ATZETI chdng chi dinh s{r dung cho phu n dang cho con ba do khé
niéing bai tiét qua stra me BATvi nguy co c4c tac dung khdng mong mudin xdy
ra trén tré 50 sinh, phy N dang sur dyng GON SA ATZETI khéng duoc cho

con bu,

ANH HUGNG COA THUGC TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Nhimg téc dung khdng mong mun cia GON SA ATZETI ¢é thé dnh hutng
dén kha néng Il xe va van hanh mdy méc. CBn trong khi l3i xe va van hanh
mdy moc Aén khi ban bigt duge tac dung cUa GON SA ATZETI 6€n ban

il dinh 8 duna ch

thai hodc

15. Khi ndo cBin tham véin bic s, dugo s§?
NEu cBn thém thang tin xin hl § kién bac sy hodc duge s§.

16. Han ding cla thusi: 36 théng k& U nay sin xust
PHAN 2. mms‘rwuudccmcmnov-rs

1.DUQC LYT HoC

Car chif tie dyng

Cholesterol trong huy8t twong c6 ngudn gdc tir hdp thu & rudt va téng hop
i sinh. GON SA ATZETI o6 chia ezetimibe v atorvastatin, hai chét c6 tac
dyng gidm lipid huyét bling nhidu ca ché khic nhau

Ezetimibe

Nhém durge Iy: Nhdm thube digu hda lipid khac

ME ATC: C10AX09.

Ezetimibe 14m gidm ndng do cholesterol trong huyét tong bing cdch Ut

ché hép thu cholesterol & rudt non. Dich téc dung cla ezetimibe 1a protein

vén chuyén sterol, Niemann-Pick C1-Like 1 (NPC1L1), tham gia vao qua trinh

hap thu cholesterol va phytosterol & rudL Trong mét nghién clu 1am sang

kéa dal 2 udn & 18 bénh nhdn tang cholesterol huydt, ezetimibe Uc ché hap

1hu cholesterol & rudt khodng 54% so véi nhém gid duoc. Ezetimibe khdng

géy nhimg téc dung ©d ¥ nghla 1dm séing trén ndng a4 cua cAc vitamin tan

trong du (vitamin A, D va E) va khong lam gidm téng hop hormon steroid.
khong Ure ché sy t6ng hop & gan hogc 1am tang bai tiét

©6 chu trinh gan rudt

Sau khi uBng “C-ezetimibe (20 mg) & nguis, 18ng uong exetimibe (ezetimibe
i ezetimibe-glucuronid) chidim khadng 93% 18ng luong phéng xa trong huyt
twong Sau 48 gidy khong phét hién sis phat x trong huy fuong

Chéit phdng xp diing & didu tr| 48 dugc tim théy trong phidn v nUGE néu B0
ot khodng 78% vi 11% sau khi thu thip trong 10 ngdy. Ezetimibe |4 thanh
anrmwnn:nmuu&qmmmng,umm
ezetimide-glucuronid i thanh phlin chinh trong nudc tiéu va chiém khodng
9% lidy ezetimibe i dung

Atorvastatin

Atorvastatin duc chuyén héa thanh dén xudit ortho- va para-hydroxy hda
hodc cac sn phéim oxy hoa. Trén in witro, sy Uc ché HMG-CoA reductase cua
chéit chuyén hoa ortho- v para-hydroxy héa tuang duong vét atorvastatin

Km-gm\mumacwnwcmmdmmaoommmmm

héa cd hogt tinh, Nghién ciu trén m vitro cho thily (3m quan trong cua

chuyén héa qua cytochrom P450 3A4, ndng d6 atorvastatin trong huyét

tuog tng 1én khi dGng chung vdt erythromycin, mgt chét uc ché CYP 3A4

¢ dong v, chilt chuyén hoa orthohydroxy 1ép tuc tréi qua qué trinh

glucuronid héa

Atorvastatin vh cdc cht chuyén hda duoo thai trir chi yéu qua mat sau khi

chuyén héa & gan vA/ holic ngoai gar:; tuy nhién, thudc khdng trdi qua chu

trinh gan ruft Mghnhénmﬂmmbhhmmyﬁ‘mang«m

khodng 14 git, nhung thdt glan d€ hoat tinh (e ché HMG-CoA reductase

gidm mot nia 1a 1 20 d8n 30 gt do cde chilt chuyén héa o6 hoat tinh. Sau

khi uBing, it hon 2% lidu atorvastatin duoc tim théy trong nuéc tiéu

D61 rgng die blgt

Ngudd cso wél

Ezetimibe

NBng dd trong huyét tuong ezetimibe cao hon 2 i & nguti cao Wwal khie
manh (= 65 i) 50 vé nguet tré tud) khi sir dung liéu 10 mg/ngdy trong ving
10

Atorvastatin

g g huyét o 0dng 40% voi C,, va
30% vdi AUC) & nguii cao W6l khde manh (x 65 tudl) 50 vt nguet tré woL
Céc di liéu Im sang cho thély 1dc dyng gidm LOL t&t hon & bénh nhin cao
Wi 50 V& bénh nhan tré i

em
Chus 16 tinh an todn v hiéu qud khi sir dung cho bénh nhén tré em
Gldi tinh
Ezetimibe
Ndng db trong huyét tuong & phu n hol cao hon so véi nam gidi (khodng
20%) khi s dung liBu 10 mg/ngay trong vong 10 ngay.
Atorvastatin
NBng d6 trong huyét tuong cua atorvastatin & phu nit khac véi nam gidi (cao
hon khoang 20% vai C__ va 10% véi AUC). Tuy nhién, tdc dyng gidm LDL-C
tuong duong gilra nam va nr

the

Ezetimibe

Dua trén dar liéu ciia cac nghién cuu duoe déng hoc, khdng c6 su khdc nhau

& duoe déng hoc gilia ngudn da trdng, da den va ngudt chiu A

Bénh nhéin suy gan

Ezetimibe

AUC trung binh cia ezetimibe 10an phan tang khodng 1,7 an & bénh nhan
suy gan nhe (Child-Pugh tir § dén 6€) so véi nguti khde manh khi dung lidu
don 10 mg. AUC trung binh cla ezetimibe toan phin va ezetimibe 1ing
khodng 3 - 4 fn va 5 - 6 A tuong (ng & bénh nhan suy gan trung binh
(Child-Pugh tir 7 - 9) va suy gan néing (Child-Pugh tir 10- 15). Khi sir dyng ligu
10 mg/ngdy trong 14 ngdy & bénh nhén suy gan trung binh, AUC trung binh
cua ezelimibe 1on phiin va ezetimibe tang khodng 4 lin & cd ngdy thu 1 va
ngdy th( 14 so vél nguét khde manh.

Atorvastatin

@ bénh nhan méac bénh gan man tinh do rugu, ndng do trong huyt twong
ca atorvastatin téng ddng k& C, _, va AUC ting khodng 4 [3n ¢ bénh nhin
Child-Pugh A C__ v& AUC tdng tuong (mg 16 I8n va 11 [@n & bénh nhan

AUC trung binh cia ibe todn phan, ibs vb ibs
& bénh nhan suy thén ndng (Cr,, = 30 mL/phdt/1,73 m?) ting khodng 1.5 n
50 voi ngudi khée manh khi st dung lidu don 10 mg

Atorvastatin

Bénh than khéng dnh hudng dén nBng d6 trong huydt lwong va téc dung
giém LDL-C cia artovastatin

Bénh nhéin thim phén méu

o ddin 88n gidm 1ir rudt vao gan. Digu

ndy lam gidm luong cholesterol dy tr & gan va 1am gidm ndng dd
cholesterol trong miu. Ca ché tdc dung nhy ba sung cho bé sung cho caché
gidm cholesterol ctia nhom céc chal statin
Atorvastatin
Nhém duge ly: Thude e ché HMG-CoA reductase
ME ATC: C10AADS.
Atorvastatin 1am giém ndng dé cholesterol va lipoprotein huyét tuong bing
cach Uc ché HMG-CoA reductase 1ng hgp cholesterol & gan va ting s8
Juong thy thé LDL & b& mét 1€ bo gan, ting cuing bat gil v di héa LDL,
atorvastatin cling 1m gidm 16ng hop LOL va 86 hugng tidu phan LDL

Duye lye hoe

Céc nghién ciu 13m sang da ching minh sy tang ndng dé cholesterol toan
phiin, LDL-C va Apo B, céc thanh phiin protein chinh LDL thic a8y qué trinh
xa vita ddng mach &ngudi. Ngodi ra, gidm HDL-C cling lién quan dén surphdt
trién ciia chimg xo vira ddng mach. Cdc nghién ciru dich t@ hoc dd xac dinh
ring 1l 18 bénh Iy tim mach vA 1l vong phy thudc true tiép vao ndng d0
cholesterol todn phiin vé LDL-C vati 1€ nghich véii nding d& HDL-C. Giéng nhu
LDL, cac lipoprotein gidu tiglycerid vA giau cholesterol bao gdm cac
lipoprotein tf trong rét thap (VLDL), lipoprotein ti trong trung binh (IDL) vé cac
1an du, cdng cd thé ihic dy qud trinh xo vira ddng mach. Téc dong doc ip
cla viéc 1ang ndng 46 HDL-C hodic gidm ndng d triglycerid dén nguy co
bénh mach vanh, bénh tim mach va ty 1 tr vong chua duoc xdc dinh.
Atorvastatin cOng nhu mét s8 chét chuyén héa cia néd o6 hoat tinh dugo lue
trén ngudi. Gan 14 vi i tée dung chinh cla thudc va cling 14 co quan chinh
16ng hop cholesterol va dj héa LDL LiBu st dung cla thudc nén phu thudc
vao higu qud lam gidm LDL-C, thay vi phu thudc vao nBng d thudc trong
huy#t twong. Liu sir dung cho timg cd nhan nén dugc dya trén dap (mg didu tr

2.0UGC BONG HOC
Vién két hgp atorvastatin/ezetimibe 10/10 mg c6 sinh khé dung tuong
duong vdi str dung ddng thoi 2 vién atorvastatin va ezetimibe riéng 1€ véi lidu
tuong ing
Hip thu
Ezetimibe
Sau khi udng, ezetimibe dugc hip thu va phan lon chuyén thanh dang hop
chiit lién hop c6 hoat tinh (ezetimibe-glucuronid)
Atorvastatin
NBng d4 t6i da trong huyft tuong dat duoc 1 1 - 2 gitysau khi uSng. Muc dd
hp thu ti 1 thudn voi liBu atorvastatin. Sinh kha dung tuyét d6i cia
atorvastatin (thu6ic g6c) xdp xf 14% va hoat tinh e ché HMG-CoA reductase
toan than dat khodng 30%. Sinh khd dung thap 13 do chuyén héa & niém mac
da day - rudt vi/ hodc chuyén héa [in du qua gan. Ndng dd trong huyét
tuang cla atorvastatin thep hon (khodng 30%, ca C,, va AUC) khi diing
thuéc vAo bufi 181 so véi budi sang Tuy nhién, su gidm ndng do LDL-C thi
I.e"nu nhou bt ké thén gian ding thudc trong ngay.

hudng cda thife & dén sy hifp thu thudc ket hop Atorvastatin/ Exetimibe
Khi diing kém vién Atorvastatin/ Ezetimibe 80/10 mg véi ché do an nhidu
chét béo lam gidm AUC va C,, cia atorvastatin [@n ugt 1 11% va 35% va
lam gidm AUC cua ezetimibe dang khong lién hop 2%, tang C_, cua
ezetimibe dang khong lién hop 10%
Thubc két hop Atorvastatin/ Ezetimibe c6 thé dung kém holic khong kém voi
thie an.
Phiin b8

acid mat. Ezetimibe phan bd tal b mat niém mac cda ruft non va e ché su
hi

Ezetimibe
Ezetimibe va ezetimibe-glucuronid gan két 16t vl protetin huyét twong (> 90%)
Atorvastatin
Thé tich phan bd trung binh ca atorvastatin xép xi 381 lit Atorvastatin gén
K vén protein huyét uang hon 98%. T/ 1é thude trong mau/ huyét tuong xap
x1 0,25 ¢ho thily thutc ft thp vao 18 bao hdng cBu. Dya trén quan sat & chudt,
8loMVasIalin cé the dugc bai 16t vao sl Me

v thél trir

Ezetimibe chy yay g ™ héa qua rudt non va gan thong qua lién
hop Glucumlqy\,.:“mcwm| b bil 16t qua thn. MOL 83 It qud trinh
chuy€n hoa biing phan ung oxy hoa di dute quan sst thay trén ta cd céc

1081 thi nghigm
O nguin e2elimipe  duoc chuyén  hoa nhanh chéng thanh

ezetimibe-glyc jrmil lucuronid 1 nhimg hop chait
1huong duoe: phay 1y E‘,"'m"';,;:,'.ﬁ"éi.,"’fm‘h. Khodng 10 - 20% v 80 -
90% 1 S ong huy®l womg CA ezetimibe va
ezetimibe glyc,,, : duoo thal ris ki huy@ tuong voi that gian bdn thdi
khodng 22 w‘,@“‘:a_mm,_,. va ezetimibe-glucuronid. BB th lién quan
9408 N Qian vi iyrg i huyet tuong o0 nhieu dinh. cho they c6 ihé thudc

Mac du chua 6 nghién ciu duoc tién hanh trén bénh nhan suy than gial
doan cudl, nhumg viéc thém phan méu s& khong lam ting déng ké a6 thanh
thai cua atorvastatin vi phan kén thutc gan két voi protein huyét tuong
Tuong téc thuse
IKhéng co tuong 8¢ duge ddng hoc déng k& ndo khi sir dung ddng thet
ezetimibe va atorvastatin. Chua thdy ¢ tuong téc duge déng hoc chuyén
biét ndo véi thusc két hop Atorvastatin/ Ezetimibe dugc bdo cdo
Cytochrom 5

Sy chuyén hoa clia ezetimibe khéng bj dnh hudng bdi cdc chét e ché
hay cam tmg cytochrom P450.

Atorvastatin duge chuyén héa bdi CYP 3Ad. Sir dung dbng théi thubic két
hop Atorvastatin/ Ezetimibe c6 thé ddn dén tang ndng do atorvastatin
trong huyét tuong. Mue dé tuong téc phu thube vao khd ndng téc dong
18n CYP 3A4.

3. CHI BINH

Liéu phdp st dyng thudc ldm thay d&i ndng A4 lipid huy8t chi nén 1a mét
phan trong phac dd digu tri & nhing bénh nhan c6 nguy co déng ké bi xa vira

dong 9 huyét Th chi dinh 0 bG trg cho ché

46 Bn khi sit dyng ché dé An gidm chat béo bdo hda, cholesterol va céc

phuong php khéng diing thusc khac khéng cho d4p tmg thich hop.

Taing lipid huy@t nguy@n phét.

GON SA ATZET duoe chi dinh d€ 1am gidm luang cholesterol toan phin,
LDL-cholesterol (LDL-C), apolipoprotein B (Apo B), triglycerid (TG) va
non-HDL-cholesterol (non-HDL-C) & bénh nhan tang lipid huy@t nguyén phat
(téing lipid huyé&t gia dinh dj hop tir va khéng c6 tinh gia dinh) hodc tang lipid
hén hop.

Gldi han chi dinh

Khang 6 s\ gia 13ng lgi ich Trén ty I& méc bénh tim mach vé t vong cua vién
ket hop atorvastatin/ezetimibe so véi atorvastatin.

vién k&t hop chua duge nghién ot trén 16 loan lipid huyét typ 1, 1il, IV va v
Fredrickson.

4. LIEU DUNG - CACH DONG

Ligu khdi dBu khuyén cdo cla GON SA ATZETI: 1 vién/ ngdy.

Sau khi bt dBu diBu trj 2 tulin, can xét nghiém ndng 46 lipid trong mdu d&

didu chinh Ry GON SA ATZET! theo tong Ung.

Ligu dung nén duge didu chinh theo tng bénh nhan dya trén muc 49 lipid
Tuong. Nén bat ddu diBu trj véi IRy thp nhét ma thusc cd tac dung,

sau 06 néu cBin thift, c6 thé dieu chinh li2w theo nhu cBu vi 8ap (mg cba timg

nguti bing céch 1Ang &y timg gt cdch nhau khang dut 4 tuan va phii theo

d0i phdn tmg o hal cla thudc, ddc biét 1 phan (ng c6 hal d6i vél hé ca

GON SA ATZETI diing theo dutng ubng vao bt ky tht thdt diém nao trong
nghy, c6 thé dung kém hofic khang kém vai thire an

Nén uding nguyén vién, khdng duge nhai, nghién hodc hoa tan vién truoc
khi udng

Bénh nhéin nén theo mdt ché dé an it cholesterol khi bat diu sU dung thusc
v 118p e theo ché 80 dn udng nay rong sudt thai glan didu tr

Cdc chét bdt gid acid mét

GON SA ATZETI nén duge s dyng truoc 2 gidr hodic sau 4 gid 50 von than
diém st dung cac loal thuBc bat gilr acid mat

Cyclosp va mdt s chdt Ut ché protease

& bénh nhiin dang st dyng cyclosporin hodc cdc
chit (o ché HIV protease (Upranavic cong
ritonavir) hodic chat Uc ché viém gan C protease
(telaprevir) nén tranh sir dyng GON SA ATZET1. &
bénh nhdn dang s0 dung lopinavir cdng voi
ritonavir, than trong khi chl dinh GON SA ATZETI
v nén sir dung voi By thap nhit 66 hidu qud. &
bénh nhan dang ding clanthromycin. itraconazol
ho#ic bénh nhdn HIV dang udng saquinavir cong
Vi ritonavir, darunavir vai ritonavie, fosamprenavir
hodc fosamprenavir voi ritonavie IRy ezetimibe/
atorvastatin nén gidt han & mae 10/20 mg. O bénh
nhan sd dung neffinavir holic boceprevir, lidu
ezetimibe/ atorvastatin nén gidi han & mue 10/40
mg va cdc ddnh gid lam séng cin thidt € dém
bdo d8 sy dung 8y thip nhat cd hidu qué
Amiodaron

Khi diing phdi hgp wdi Amiodaron, khdng nén ding




b b atrovastatn 20mg/ gy
Canc e guben lpee! khie
Khing Whuylin cbo MR hap GON SA ATZET) v

?

5. OHONG Gl PINK
« M DT W ANOrvaRIATIO, SRetirrie hodo bt ky
Thanh philn ndo cla hua

@an khiwg 18 by do trong thel gian Al
ndl dang mang that hoo o6 b hosoh mang
Wi GON BA ATZETT 06 thif gy hai cho thai nbt
NBing 4 eholenterol vl inglycerid 18ng ién trong
T Ky mang thai binh thutng, cholesterl vh odo
wulft cuR cholestenol olin thidl oho sy pht
oUa thai nte Xo vie dong mach 1 mot qud
mén tinh vh wy gién dosn wr dung thudc
lipsd huy® trong thén ky mang thai it dnh
dén kit qud cla Wy phip dy Irf ting
cholesterol huyt nguyén phit. Kndng c6 dlly du ciic nghién ciu v sdr dung
slorvastatin/ ezetimibe trén phy nQ o6 thai Tuy nhidn, trong mdt 48  cée
trutng hop, i 14t bm sinh A8 duo quan sit thily kiv phol nhidm vl thutc
nhdm statin trong W cung Trong céc nghien cuns vt sinh sén & chudt va the,
khong c6 bling ching cho thily atorvastatin gy qual thal. GON SA ATZETI
ohi duoe ehi dinh tho phy 1 dang trong 0 tudi sinh sén khi bénh nhin 4§
9ang G bitn phap triinh thai hidu qui v 88 duoa thong bio vé cde nguy
oo tivm n cds thude Néu bénh nhn o6 thal khi dang ding thubc ndy, nén
ngumg it dung ngay GON SA ATZET) v bénh nhan ciin duoc thong bao vé

nguy o0 tRm En A6 wii thai nhi
+Phu 0 dang cho con b hodic 06 ki hoach cho con bi vi GON SA ATZETI o6
Khii ning 41 vho sim me vh ly hai cho tré sa sinh. Khdng duox cho con b
& dang s dung GON SA ATZETI

6. CAC TRUIING HOP THAN TRONG KHI DUNG THUGC
Binh by co/ W chimg i ca van
Atorvastatin

Ca¢ tradng hop hidem gdp Yy ca viin kb theo suy thin clip tha phét do
yoglobin nitu dil duoe ghi nhiln khi sl dung ntorvastatin va cée thubc khie
cung Ahomm. Tin su suy thiin co thé b mot ydiu 16 nguy co cho hdi chimg iéu
©aviin thhmmmmduwtmwdumlmnmw
34ng én hé co xuong

Atorvastalin, giSng nhir céc statin khde, 401 khi glty bénh v@ co, nhu dau co
holic ytu oo kém theo sy gla ting crealin phosphokinase (CPK) > 10 18n gidt
han trén Vide sir dung ABng thex Iidu cao storvastatin val mdt e8 thude nhiit

I
?

LEELS

it horrren steroid tuydn thuord cind 94 oy g
S0 48 Gl AT GIOR CI ORI Ty 0t ey
hhhmmm?hm'w""" o D84 5, gy

1 Vit vin
s 10, Che this frong b st aung GON BA ATZET! ey gy 00
by

8

Vo by 280 mg/g/ngy trute khi cht trong nh trang suy sup. Libu 120
mg/kg/nghy diin dén phal nhidm tobn than g 16 B 50 it nguel s dung
lidy t8i da dinh cho ngued B0 mg/ngly. Co cmg 08 duoc phét hién & 2 chd
du (ding 1@y 10 mg/kg/noly vi 120 mg/kg/ngly) Knbng phat hiln dde
tinh triény thivn kb trung womg & chudt nhdt khi s dung ki 400 mg/kg/nghy
trong vong 2 nbm vii & chudt 68ng vor Il 100 mg/kg/ngly

T6n thuong trén cée mach médu & thiln kinh trung wong, déc trung bén xusit
huyét. phis v cée t biso don nhdn xkbm nhp ra ving ngodi mach 88 duoe
quan sdt thily 6 ché khi duge gy 1) vét cic thudic khe thudic cling nhom
8ir dyng thudc cho tré sm

Chun 13 tinh an toan vb hidu qué cia thudc & bénh nhén tré em

8 dyng thue cho ngud cao tubl

Trong 86 nhmg bénh nhin duoo didu 11 bing ezetimibe ddng thol wit
otorvastatin trong cic i 1m shng, 1166 bénh phisn 65 W ird len
(boo gBm 291 nguin 1 75 1wGI Ir6 Kn). Hby qué vé tinh an tobn cia
atorvastatin/ ezetimibe tuong tw nhau gida nhang bénh nhin ndy vé nhimg
nQUEn 1ré tubl. Sus nhiy G cao hon i MOt 86 nguth 80 i khing thé ol
1rir Guge. B vi cao 108 (65 1) 16 MOt yu 16 nguy 00 cho blnh cd, nén
than trong khi chi dinh GON B4 ATZETI cho ngutt cao tudi

Khong 6din hiéu chinh I8 GON SA ATZETI & nguts cao 1u

Bynh nhin suy

dinh nhur cyclosporin v ohilt (e ché CYP3A4 manh (vi du clanth
mmumncbcmu:mmeeulmaiumumumwﬂﬂ'fw
bi ciic bénh v co/ Hi chamg ity co vin

D4 06 nhing baa céo hifm glip vd bénh hoai 1 ca qua trung gian min dich
(IMNM), mdt bénh ty midn, lién quan d@n st dung statin. IMNM duge déc
tiumg boi: Suy nhwme co bp v 18ng ndng dd crealinin kinase trong
thanh, tinh trang ndy vin duy trl mic do dil ngung didu 1rj statin; sinh thiét co
cho thy co by hoal t nhumg khdng 6 diu hidu cda viém, tridu chimg ci
thign khi s dyng cdc tac nhan te chi midn dich,

Clin nhic theo ddi creatin kinase (CK) trong 1nstmg hop.

= Truse khi did 1, xét nghiém CK nén duoe Udn hanh b

gan
Chéng chl dinh sif dung GON SA ATZETI cho bénh rhén dang bj bénh gan
hode ting gan lién tyc khdng rb nguydn nhin
B4nh nhdn suy thin

Tiln s bi suy 1han o6 I 1 mit yu 16 nQuy c0 cho bénh by oo lién quan 88
statin. mmwmwmmmmwwommmm
Khéng clin hidu chinh libu GON SA ATZETI & bénh nhin suy thén

Céinh béo lién quan dén t

GON SA ATZETI ¢4 chim lactose (Ceflactose BO). bénh nhén bi r6i losn i
truyn hidm gdp vt dung nap galactose, chimg thiu hut Lapp lactase hodc
181 logn hap thu glucose-galactose khong nén si dung thubo niy

GON SA ATZETI c6 chira dbu thiu dbu ¢6 the gity dsu byng, tiky chiy v

Suy gidm chie néng thin. nhuge gidp, idn sir bdn than hole 18N sd gia dinh
méc bénh cadi truydn, tién s bi bénh co do sir dung statin hedc fibrat trnude
mmmmmmw\qnmmmmwmumomm
camm-ov&nrﬂnguycommmver\u\hunuw'almmcnm&vl
ML 56 d6i tuong bénh nhan dac biét Trong nhing tnutmg hap iy nén cén
mlcImwwymﬂlhmu&mmhlrhllmwﬂlmulbw
statin Nmmwmmmc«-snnmmnm»mmm
khdng ndn bt dBu didu tr bling statin
= Trong qud trinh didu trj bing statin, bénh nhan clin thang bao ki o6 cde
bidy hién vé co nhu dau ca. cung co, yéu cor Khi c6 cdc bidu hidn nay, bénh
nhan cBn Ibm xét nghidm CK 08 cd cac bidn phip can thiép phis hop
Nowmhénhwmdkulnvastlvmsmnvtenwmmimm
cyclosporin, diin xufit acid fibric, erythromycin, clarithromycin, telaprevir, sy
Wt hop e cie chilt Ut ché protease HIV, bao gBm saquinavir véi ritonavir,
lopinavir w01 ritonavic, lpranavir vOi ritonavii, darunavic VoI rionavir,
fosamprenavir, fosamprenavir cdng ritonavir, niacin, hobe thusic chdng ndm
lonl azol. Cdc bac 5§ xem xét didy tri k&t hop vor GON SA ATZET) vh din xulit
ocid fibric, yein, két hop cln Vi ntonavir,
lopinavir w&i monavi, darunavir voi citonavir, fosamprenavi, hoic
fosamprenavir céng vix ritonavir, thusc chang nim azol hobe niscin nén clin
nhic gid It ich didu trf v nguy co UM &n va nén theo @6l clin thin cdo
bénh rihdn it cdo diiu hiéu hobc triéu chimg dau co, cing hodc yéu ca, diic
biét L trong nhing théng d3u didu tri v trong glal doan tang Ity eda Mot
trong hai thulic. Nén s dung Iy khoi dbu va idu duy 1l thap han khi ding
ddng thl véi cde thude trén Can nhic 1én hanh cde xét nghiém creatin
phosphokinase dinh ky nhung khdng ddm bio rling vide theo doi chit ché sé
ngdn cdn sy xullt hién cda chung dau co nghidm trong
Mét 58 trutmg hop méde bénh vé co, bao gBm 1iéu co viin 48 duge béo céo khi
sir dung dBng thx atorvastatin vdi colchicin, nén than trang ki chi dinh GON
SA ATZET] voi colchicin,
GON SA ATZET] nén duoc tam ngung & nhOng bénh nhan dang méc bénh co
ofip tinh nghiém trong holic 6 yéu 16 nguy co mac bénh suy thln tha phat do
tiéu co vin (i du nhidm khugin nding, huy®t dp thp, més phiu thugt. chiin
thuang, rdi loon chuyn héa. ndi 1, dién idi vi dong kinh khéng ki€m sost)
Exetimibe

Trong cdc thit nghiém 1am sang, khong cd sy gia ting bénh ly oo vl hoi
chimg tiéu co viin Iién quan dén ezetimibe khi so sénh véi nhém d6i chimg
(948 duge hode statin don tri). Tuy nhién, bénh Iy ¢o vl hdi chimg tibu co viln
duge biét 1d mét phan dng khdng mong mudn cda cdo thubc statin v céc
thube h lipid khoc. Trong cdc thir nghiém 18m sang, U W creatin
phosphokinase (CPK) > 10 lin gidt han trén 1 0,2% & nhém ezetimibe 50 vol
0,1% & nhém gid duoc v 0,1% d61 vén nhom ezetimibe kit hop statin so vol
0.4% & nhom statin don irf. Nguy co dde tinh d6i vii co xuong ting kén khi sd
dung Ity cao statin, bénh nhan ceo w8 (» 65), suy giép, suy thin, vi Ly
thube vao statin duge sir dung, sU dung déng thid cac thude khac.

DO liéu v qua trinh luu hisnh trén thi 1ruting cla ezetimibe, trutng hop bénh
Iy o v hdl chimg tiéu co viin dil duoc béo cdo. Hu ht coc bénh nhin bj tidy
ca vén A ding statin trudc khi bt dBu ding ezetimibe. Tuy nhién, tidu co
vin 88 duoc bio cdo vét don 1rf ligu bling iu phdp ezetimibe vi dung

thismg nby fuong Ung I 0.2%, 0.2%, 0,6% vh 2.3% 60 vor Iibu 10, 20, 40 v B0
mg slorvastatin

01 binh nhin Wong cde thir nghkém 16m sbng cle storvastatin dd bl ving
da Thng cbe ohl 84 xéd nghiém chae niing gan khong pby vang da hodc cac
du hiu v ridu chimg kem séng & nhiing bénh nhn khac. Khi gibm lidy

gan cao kéo dbl tip twe duoc dibu tri bng sorvastatin vl iy thip hon

Exatimibe )

Trong céc nghén oou lbm sbng oo kém sodt ty M tng ndng d0
gan kéo o (¢ ‘ oL

(0.5%) vit gul du (0.7%) _

Trong céc nghién cou Wm séng kit hop cls ezetimibe GBng thol win

slorvasistin, ty 14 tng nbng 40 ansarminase gan kéo ddl (x 3 ln gidi hen

i) s 06% 06 vix bénh nhin Buoc Ay 1| vol ezetimibe v atorvastatin

Vibe 1ang nbing 34 iransaminese thutng khing 66 tidu ching, khong kén

quan dén chimg U mit, vi 10 el binh thutng sau khi ngimg ddu tr

Atorvasiatin/ Exetimibe

[ \rén)

Khuydn cbo thye habn cde xdl nghiben enzym gan irude ki bt A8y 8y i vol
GON SA ATZET! vh g Ip! theo chi dibn 1m sing. Seu ki thudc iuu hinh trén
ih trutng, di co béo céo hém glp VB gy suy gen (06 thé 1l vong hodo
héng) & bénh nhan dGng statin, bao gBm sorvastatin Néy 66 100 thuong
pan nghien 1ong win céc W ching lbm sdng v/ habe Lng bilisublin méu
hode visng da xiy ra rong qué inh dibu tr] vol GON SA ATZET), ngung ihude
Kip thid. N&u kihing ade dinh duge aguybn nhan ndo khc, khing dang g1
GONBAATZETI
GON BA ATZE T1 s g 50 dung thien 1rong & nhing bénh ihn uding nhiu
rucns i/ hoc o6 1 si béah gan. Chng chi dinh 80 dung GON SA ATZET|
cha bénh nhin méc bénh gen 1 1nén hode ting transaminase kéo dai
khding 6 nguybn nhin
Chire nkng ni 1
Taing HbATE vh nBing 80 dubng huy®t o 06! A duoe bio co vl cde chilt
U ohd reductase HMG-CoA, beo gbm storvastatin

B0 co the gly d| ing
SUrDYNG CHO PHY NOTCO THAI VA CHO CON BU:
Phy nlt ¢6 thal

GON SA ATZETI chdng chl dinh s dung cho phy n(r ¢4 thal hode o6 ké hoach
mang thal Ndng 86 cholesterol va Iriglycend ting kn trong qué trinh mang
thai binh thurmg, cholesterol vi céc diin xulit ciGs cholesterol cBn thiét cho sy
phat trién cla thai nhi Xo vira ddng mach 1 mdt qué trinh mn tinh vh sy
gidn doon sl dung thubc gidm lipid huyet trong thx ky mang thal ft fnh
hwdng dén ket qui cia ity phisp didy tr] 1ang cholesterol huy@ nguyén phat
Khéng cd dbly 3G cac nghidn cun vt s dyng ezetimibe rén phy
Nl c6 thal. Tuy nhién, rong mét s8 It céc trudng hap, dj 14t bm sinh 48 duoe
quan 58t thify khi phat nhidm véh thuSic nhom statin trong 1 cung

Statin cd thé gy hai cho thai nhi khi dung trén phy ntrmang thal B 4 GON
SA ATZETI chim atorvastatin, GON SA ATZETI duge ding cha phy nir frong
46 tubi sinh sdn chi khi ndo nhimg bénh nhén s dung c4c bién phdp trénh
thal hiéu qud vi 88 duoc thong biio vi cde nguy co tibm fin ca thube. Niu
phu n mang thai trong khi ding GON SA ATZETI, c3n ngung thubc ngay lép
s vt thong bio voi bénh nhiin mét IBn nba w8 cac nguy co ik Bn 61 vin
thal nhi vb sy thidy kaén thie vB ol ich 18m sang khi 1ép 1ue s dung thube
Phy nl* cho con bd

GON SA ATZETI chiing chi dinh 6(r dung cho phw nii ang cho con b
Trong céc nghidn o trén chudt cho thily ezetimibe vl slorvastatin cd thé
e bal 14 qua s, Hign chu 16 khi nang thusc co dunc bl 1 qus sia

NG, nhung Mot lugng nhéd: a8 dugc phat
hién trong s0a nguot

B vi nguy ca cée tée dung khdng mmmnmwum.mw
dang sur dung GON SA ATZET) khng duec cho con ba

ANH HUGNG COA THUGC TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Nh(mg tée dung khong mong musn c(a GON SA ATZETI c6 thif dnh hudng
adn khd ndng 16l xe vd van hanh midy méc. Con Lrong ki 16l xe viy vén hinh
midy mée dn ki ban bigt duge téc dyng clia GON SA ATZET) dén ben

7. TUUNG TAC CUA THUGC VI GAC THUGC KHAC VA CAC LOAI TUONG
TAC KHAC

Nguy €o ede bénh Iy co trong khi digu tr v6 thude nhém statin ting ibn khi
s dung kit hap véi cac diin xulit cia acid fibric, niacin vl idu ding o dity
chinh lipid huyst, cyclosporin vh cdc chlt e ché CYP 3A4 manh (nhu
clarithromycin, chiit (ro ché HIV protease vib itraconazof)
Cdc chift dc ch¥ menh cytochrom PA50 3A4
Atorvastatin duge chuyn hoa béi cylochom PASO 3A4 S& dung
slorvastotin ddng thin vdi cdc chlt e ché manh CYP3AA c6 thé Ibm thng
nbing db atorvastatin trong huyet tuong Mic 40 tuong Lée vh ting hidu qud
phu thudc vio tée ddng o ché trén CYP3A4. B vi GON SA ATZETI chim
atorvastatin, nguy co méc cdc binh ly co trong khi diby tr) vl GON SA
ATZETI 18ng K khi 87 dyng ddng thif véd
Clartthromyeln: AUC cda atorvastatin ting Kn déng k& khi st dung B0 g
Muﬂ-lnﬁmwmdamhmh(wnmuwngmmmm
ding atorvastatin don dbe Doao,éh&mmumw%wm
ﬂnmwmmmmmﬁnmmnmmmm
qud 10720 mg
mmuum:mcwommgmmuww
mmmmwmwmmuu.mwmmcmm
0an C protease so véi khi dung atorvastatin dan dde. Do do, & bénh nhan
HNdequ!iwmmmmonmrMummuan
€ dong sl dung telaprevie, nén trdnh st dyng GON SA ATZETI. &f bénh
nhan HIV dang st dung lopinavir cong vdi ritonavir, thin reng khi c dyng
GON SA ATZETI va s dung iBu thiip nhait c6 the O bénh phan dang s
dyng saquinavir val ritonavir, darunavir véi ritonavir, fosamprenavir hogc
fosamprenavir vén rionavir, qumrw-mwmmmmnm
nén vuol qud 10720 mg vh nén than trong khi s¢ dung. & bénh nhan Hiv
dang s dyng nelfinavic holo bénh nhin viém gan C dang sd dung
previ, by phoi hop Khéng nén vugt qud
10/40 mg vb khuyin céo theo 061 chit chi trén Ism sbng
Iraconazol: AUC cia slorvastalin Uing kn ding kil khi s dung 40 mg
storvastatin chung vt itraconazol 200 mg Do 46, bénh nhin dang 0
dung itraconazol khbng nén st dung dang kit hop ezetimibe/atorvastatin
vuot qué By 10/20 mg

Cyslosporin
Atorvastatin vk cht chuyén hoa storvastatin 16 oo chiit cia protein viin
chuyéin OATP1B1. Céc chiit do ché DATRIRY (vi dy eyclosporin) c6 the bm
tiing sinh khd dung cle storvastatin AUC oa storvastatin 1ng A8ng kil khi
ding dbng this storvastatin 10 mg vi cyclosporin 5.2 mg/kg/ngby B0 vl
nhom ding atorvastatin don d6c NQod ra, ezetimibe v cyclosponn dung
aBng thid o6 the Ibm 18ng su phot nhidim c4 ezetimibe vh cyclosporin. Mo
86 phad nhibm ezetieibe c6 thif tng kén & bénh han suy thin ndng
Khuyén cao khdng sir dung ddng thol GON BA ATZETI vi cyclosporin
Nube ép birdd chism

Wb ép budt chim cb chia oo thanh phiin o6 théf te ché CYPIA4 vé lm
16ing NG 84 atorvestatin 1ong hiyl tuong, dbc bigt ki ding nuUBo ép budi

chim vt qud 1,2 I/ ngly

Gemfibrozil

Do lam tiing nguy 6o céc bénh Iy oo/ hl ching téu ca viln khi s dung chung

céc chilt do chl HMG-CoA reductase vi gemfibrozil, nén triinh sir dung dbng
théd GON SA ATZETI vb gernifibrozil

Cée thuBo he cholesterol méy nhom fibrat khée

00 Im 1809 nouy 0 cic bénh I ca khi s dung chung cio chalt 0o ché
HMG-CoA reductase vb fenofibral, nén thiin trong khi 80 dung GON SA
ATZETI ddng thid von fenofibrat

Cdc fenofibrat o6 thif i thng b 14t cholesterol vio mét, déin dén bénh i
mil. Wéu bénh nghi nghr 86 mét 4 bénh nhin dang ding GON SA ATZET) v
mit fenofibrat. cac xét nghubm vt tii mét nén duoc chi dinh vé xem xé thay
a6 Wy phap dibu tr) gidm bpid maéu

Niacin ifeu cao ( > 1 g/nghy)

Nouy co cée dnh hudng trén oo xuong ting ln khi s dung ddng thix

GOM SA ATZET! vi rdatin. rndn wern st gien Wi G0N SA ATIET trong
Ry b ey

FIe wit ey By Bun ribuiby W whor rastatin v Supiew e &) Sy
trong bt v of thd 1bng Bn Wholng 2% Bnk ke durg v e
ren rdn &g, Wars T4 T IS

2‘ v:‘amnnmnhmwmmm“
hrn Uiy ALIC ol resetrandeon vb efhienl astinded (e ks § Sk iy ¥
ehn thatie i thai ohe pheg i) dadeg 67 Surg GOM SA ATZETI

i mengin vh cbe chit chen

i charg B WA mn«::-m i ol e () CYPRAA (pbuy alwpeans
rilmengan) o) thel dbn dén iy 8 clsm SOreRtat Worg et g
0 648 I Iy U gy 1 i mrragan, buaglie, £hes 81 30y B0y T GOM Sk
ATZETH v airgan, sas 1] headien Wil s sher vRotatn seu v ulng rismgn o
Wb s B0 w1 lem A b ey 30 WONRIIATN YO b o
Coleticin

Cae trutng hap mde binh vb e, bao g i oo viln 08 Guoc béo oo ki o
dung Blng thix atorvastatin vh colchcin, thin rong khi ol dirh atorvastatio
olng vis cokchicn

Cholastyramin
54 dyng dbng thid vid 1o gidm AUC ol ezetirnibe ihodng
55%. Téc dung giém LOL-C do ezetimibe o6 thé bl hen ch¥ do wong tée ndy

Khi sdr durg 8ng his GON 54 ATZET) vi wartann, nén theo déi chl o6 bioh
hutng hom quéc 18 (INR) (s méa chl 58 buu thi thet guan g mbu nbung
a8 oyl 11l c4c yu 15 8o il Gioa e phng thi nghiben khde ribay)
Amiodaron

Khi dung phéi hop vin Amiodaron, khing nén ding iy storvastatin aud
20mg/ngpey v I Ubng riguy oo gl ra chimg by ca vin. D6 vil bl béeh
i phil g b trén 20T/ gy mn o hebes b e 1, bibe o1 ¢ 1l im
chon thudc statin khéc (nbws Prarvastatin)

8.TAC DUNG KHONG MONG UGN

Cio tée dyng khbng mong mudn theo thn sulit vk b co quen
Thutng odp, 1/100 £ ADR <1710

Thiln kinh: Chéng

mét.
Ho hip Ho
Tibu hos: Dau bung. bubn nibn, tibu chiy
Caxupong vh mé én kit Dau khip, yéu oo, dau co xuong
Chuyén héa vi dnh dutng Ting kak huyst
Nhubm tr(ang vi nhidm ky sinh tring Viérm phé quéin, vém xosng
Tim mach: Cém gide néng bimg
s Thng ALT, AST
)t pép. 1/1 000 = ADR <1/100
Thisn kinh. Re logn Wi giéc, 0 cm, o dBu.
Tim thin: Trbem cdm, mét ngd, 64 iosn gise ngh
Hhidm trang v nhim ky sinh tring. Bénh com
Hb hiip Khé thd
Tim mach Chm nhip xoang.
Tibu how: Dau ving bung, cAm gise khd chiu, bung cing. 140 bin, khé téy,
Ay hat, i da
Da vi méd dudi da. Myn trimg cé, méiry day.
Ca xwong v md lidn k1. Dau lung, yéu co, co thilt co, cing co
R loan chung’ Guy nhuge, phi, mid mdbi, sivs chiu
Yt nghibery Thng Witen, Ling gar , g
men gan, bt thutng xét nghiém chic ndng gan, 1ng cin, tng ring 84
Ccreatinin kingse.
Ngodl ra, céc the dung khing mong mudn sau dity 4B duoe béo céo lrong qué
trinh lus hanh sdn phiim kift hop ezetimibe/storvastatin trén th trudng. Khbog
phdi tét cd céc phén ing dugc it kb dBy én quan dén ezetimibe hay
storvastatin

Thi gidc: Mhin md, 164 loan thi gisc.

i triang vih nhsden k. sinh irGng: Viden i hong, nhebm tr(ng dubng 1
vibm xoeng, wém hong

Méu vh hé lympho Gidm fidu chu

Midn dich Phim (mg i timg bao gbm phin vé, phis, phat ban vh miby day
Chuyén hoa va dinh duting: An khdng ngon, 16 loan 8n wing, tng hodo gidm
dubng huyl, ting HbA1C

Thisn kinh' Gidm cém gisc, suy gidm nhdn thic (nhe miit il nhd, I 13n ), dau
thin kinh i bién

Tém thin: Ac mong.

Tai vb mé deo U ta, dic.

Mach: Tong huyét 6p, 301 quy do xust huyét néo

HO hép Ho, deu hu - thanh quén, chdy méu cam, hen suybn

Da disy, rudt: Yiém fuy, 1rbo nguoe da Sy thye gusn, o hoi, non, kho mikng
Gan mit Viém gen, s6i rmit, vibrn 16 mgt, suy gan, o migl

Da v md duti di Ngls, phét ban, phis mach, wem 0 bong msde, nung t6c.
Caxusang vt md lién kit Bénh co hosl 1 gus rung gian mikn dich, il andng
Ui 0 vin cb the dlin d8n L voryg (i chimg w8 Gu haby nitw yé o, dsu
€0, sung 0, nisde 1y BB mibu, myogiobin nidy, tng orestin kinase Fuy®
tharh, suy th§n c8p, loan nhip thm, deu of, Bung khop, viém co, dsu gén)
Sinh dyc: To vi & nam, 101 loan cuong duong

T thuong, ngd d6c: DI gan, chiin thuong
Yéa nghiérm: C6 1€ bbo bach Chu trong nudc tiéu, 18ng creatin phosphokinase

9. QUA LIEU VA CACH X(rTai
Atorvastatin/ ezetimibs

bi tang cholesterol huytt gia dinh &g hop 14 trang 26 Wbn, nbin churg
dugc dung nap (1. W61 nl bénh nhn Wng cholesterl huyét gia dinh g
hop 1 d tinh cb ding qua litu cia ezetimibe 120 g/ ngly 1ong 78 rgly
nhung khéng c6 bso cho vé céc triéu chamg (8m sang hay che bt thuong
trén xét nghubm chn L6m shng

Atorvastatin

Dot! ¢ gn kit cia thubic von protein 16 nén thi
1ing khong déng ke 00 thanh thél cGa storvastatn

wf.cAcMum&mluumthMc&o:xmuwww
chl dinh

11, NOAY XEM XET SUA DOY, CAP NHAT LAI MO DUNG HUONG
DYNG THUBC: 05 06 2027 e b

12. TEN, 0JA cHI VA BIEU TUGNG COA CO 36 SAN XUKT

ohik
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DAVIPHARM

Sdn xudt toi

CONG TY CO PHAW DUDC PHAM
DAT V1 PHO (DAVIPHARM)

L6 M7A, Dutng 017, Khn Cong nghvép
M Phudc 1, Phuting Thén Hoa, Th xi
Bén Cét, Tinh Binh Duong, Vidt Nam
Tet 02743567687  Fax 0274 3567 688




